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MOTE: No laser light sftou, prqeamn Syw6m, of cl~nce may vafi fmrn compliance wm 21 CFR 1040.1 l(c) m aesign or US% wlhwt me approval of this 

applwwn II afzwuana~ WI~I 21 CFP 1010.4. 
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1. Cnock all appkable cm81 ana rype of pnnr me 3. Mad your appllcatton lolne bc&ers Management Branch WFA-305). food and 
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2 subma anongma1 an4 (brlr (4) 00&3s r I s s --: 

_ . Drug ~mm~traren. Rm 1061. 5630 Fmhers Lane. Rochwb. MD 20852. 
4. Enter aaclmr numbr it asagned. 
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e. PRODUCT IS MENDED TO BE USED 

q AI only emit (FuaUJ loeakon 

f. PRODUCT IS IMrElUDED TO BE uSE0 AT ANY ONE LOCATION 

Cl More tnan 15 says 

D kcwettw5Wtnormorethanl5aays 

HLeas man 5 days 
gw TOUR IS INTENDED TO RUN FOR 

0 More than 6 monrhs 

0 l-6months 
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17 sTatJ4nary i~ianon of rolanng mirror balls. 6u. 

•l Scanning w3qlaton 4f r4wng nwrnr Dads, f3tc. 

,J$ Fiber opnc prqeaons 

Iti( Fog. 5-e. 014ther #;artermng ennancxwnen~ effecrs 

9. IF Afl LASER RADIATION IS PULSED OR SCANNED. GIVE THE PULSE DURATION AND RATE AND SCAJVNING FREQUENCY AND AMPLITUDE 

Qomplianoe rould 
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arrrr?P-ePIe em~ssm IimirS speNied In 21 CFR IWO-I 1 (c) 

a It IS proposed IO deviate from Tne pruwwns of 21 CFR 7040-17(c) as folbwsz 

12. ADVANTAGES TO BE DERIVED FROM StJCn pELvrllOIU 

R 
laser lrght Shows erd diSpbyS am am mlar m&a in Snl%rc8tnmenr and Ube am. Use at power kM$ in BraeSS 
of the Imuts Imposea by 21 CFR lW.1 l(c) IS newswry 10 adwve me fequired effeus n mesa mtwa. 
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13. EXPLAIN TnE ALTERNATE MEANS OF RAOIATION PROTECTION TO BE PROVIDED. (Chedr es tm?rty mmi as applv In 
psril) any bprgs nor tzfmmu. usrng wcWma~mWs as nwmmty. Sam any ov)cpr mwns ofm&Wn pn3mcmnrnarrJi(lm 
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I3 !$j Any p%WCt Wiidl relre5 on MnMg 10 meet am=. f3xp=ure, or prod0ct class Iimiep wrll ncwpon3?e a scanning safegu+a syStwn whlCn 
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QiPcgy senses scanner mcmon ana whrdr wtll react fast encmgbv m precluoe ezWeOing the applrcaMe limct. 
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~.@AIlhwrI n9n IQ I owg shall De under the dim aT)s1 -Ml control d 081nBd, a#npererrr operaw(s)- The op%Wr(s) wll: i 

(1) Be an employee of me variance holder Wno will De responstple for me training and the c4xuIuct of the operator. I 
(2) Be lotarea where all beam patEi can he Wectly obwvea at all times; and \ 

I (3) ImmeQbacely termtnals tne 6rn4~~ uf bgnt shop raababon \n the event ot any unsafe uvcl~on: or, for oulooor sn0ws, u+n request 
by any 8N rmflk coclupl offisals- 
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D- /$f The projeuton system (i.e., tne p?cyti@tar an0 @I Omer a~fnmn6 wed lo pf&uc6 Uta lrsrhang t!vf%cBJ will &e Se-rely momed or \ 
~mmopillz~ 10 prerent unintkWCled movfwwc or mcwgnmenr. Beam mebking will De pmtdert as an merent pan of me System a&n 10 
prevent OwTtiliing of 5craef1s, beam Stops, targets. etc. 

I l- Laoar prcpwws WIN ncn De aellvti to any omerpsuty unger an agreement of ale, laa~, or luan unless and until the maprent demonqrares tlw They Ime a variance In effeu at rhtl rims of Qelwry mat pemm Uwn to prwuce laser light MOJS Inwrrng sum pn?jecfof(s). 
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In addr~on 10 USI rsqutrmo of 21 CFR 1040.10(h), UW man- of @er pmjeu~~sysums wu prcwioe 10 parrres ubo purcl~~~, I . 
or wrrov dN3 equlpmenr, arlequate users msmdons for safe rnaallsuon and opemon WIiCh expbn me re~pOndili~ of w3 reuplsnr a8 an 
~nd~clan~ lrsht show manvfacturw TO submit the rqu~rerl reports and apply for and obtain a vanance from CDRk prtor o mu~ucuon m 
mm- of any laser light snows. J= 
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Tnt3 requ~rernents of 21 CFR 1002.30(a)(l) and (2) wiH me accompbshed mrougn me we of wrist procedures for aenrp. allgnment. te#ng. 
aM performanw of W show T?kse paaclures wife ue in s~tkient detail to enerr@ mmplrance rrtn 21 CFR 1 MO.1 0, me GUMI% 
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of ths 
ewianc6, and Wu3 wurt4 of acats to rw~awx\ areas being th0 proceQ4res dsscnDeQ tithe aWlZi36.1 smnaam fw the s9fo use lasem 
(Amcvican Narknal stanclans msmt6. 7430 5 my, NW Ytw&, NY 7oOl8J # any other eqwaknt user ccmsensua stanaa M, uVhW3 
apphcatie. six6 or I#al reqwwnws. Csmjer radtawn areas Wkh can a3ntz~ W&on level3 afame tne l1m4ts spealied n CFR 7040.11(c) 
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reuws of enuse proceck- anu UBS resdts of all TSSIS as requrred PY 21 CFP 1002.31. A 
copy of the vananca application. tW approval kxter. currem ~~LW~UIEBS. ana remr00 relating to each pam04lar shorv VlnU be w4-1 me operator 
or otner resp~rMe naiviaual ati WIN be maUe arculaDle for inspecclon by FDA and ol’nev rvqmmble awrmmies 
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Public repordng burden For &is rullocrb~ of lnformadon IS esrimaud IO average .5 hours per rmpomc, mcludmg the nmc 
for rcvicwmy tr~~cGarrr;, searching exisring data souray, gurhcring and mtintking the da& nw&d, and compled~g 
rmkwing tbc collamon of mformation. Send c cmtmem regarding this burden csrimare or any orhcr aspux of dm collccrion of 
mfmmation, iz&dbg suggestions for roducing rhis burden to: 

Food ana Drug Mmhisuation 
CDRii (HFZ-342) 
2094 GaiQer Road 
Rochille, MD 20850 

‘spotlsor. 

num be. 


